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DETAILED ACTION 
Election/Restrictions 
Newly submitted claims 36-38 directed to an invention that is independent or distinct 
from the invention originally claimed for the following reasons: the invention as recited in claim 
36 does not further limit the invention recited in claim 1 and hence alters the scope of the 
invention. 

Since applicant has received an action on the merits for the originally presented 
invention, this invention has been constructively elected by original presentation for prosecution 
on the merits. Accordingly, claims 36-38 are withdrawn from consideration as being directed to 
a non-elected invention. See 37 CFR 1.142(b) and MPEP § 821.03. 

Applicant's amendments to claims in the response flied on 9/14/07 have been 
acknowledged. 

Claims 1-6 and 8-35 are pending. 

Claims 3, 5, 6, 9, 10 and 12-35 have been withdrawn from further consideration as being 
drawn to non-elected species. 

Claims 36-38 have been withdrawn from further consideration as being drawn to non- 
elected invention (please see above). 

Claim 7 has been canceled. 

Claims 1, 2, 4, 8 and 1 1 are examined on the merit. 

Any objections and rejections made in our previous office action dated 5/29/07 and not 
specifically mentioned here are considered withdrawn. 
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Claim Objections 

Claim 1 1 contains allowable subject matter but depends from a rejected claim 4. 



Maintained Rejections 
Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1, 2 and 8 remain rejected under 35 U.S.C. 102(b) as being anticipated by 
Lorenzen, et al., The Journal of Cell Biology, 1995, 131, 631-643 as stated in our rejection dated 
9/21/06 for claims 1, 2, 7 and 8. 

Applicants argue that office asserts that the figure 1 on page 633 of the cited reference of 
Lorenzen, et al., anticipates applicant's invention in which the catalytic region corresponds to the 
biologically active moiety, the nuclear localization signal region represented in part by RKRKR 
basic cluster corresponds to the transport moiety and the intervening amino acid sequence 
corresponds to the applicant's linker moiety. Applicants further argue that the office has 
mischaracterized the intervening sequence as the linker moiety and the office has not set forth 
where in the reference Lorenzen teaches that the referenced intervening sequence' region 
performs the function of a linker moiety and is not supported by the teachings of the cited 
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reference. Applicants, further state that, even if the 'intervening sequence' region could be 
interpreted as a linker moiety, the cited reference does not teach a 'self-immolating moiety'. 
Applicants point out that this issue even though raised earlier the office has failed to address this 
issue. Applicants provide a definition of 'self-immolating' linker as a moiety that undergo 
'autologous intermodular cleavage' that is cleavage on its own (emphasis added by office). 
Applicants further state that the cited reference does not teach this aspect of 'self-immolation of 
linker moiety' of instant invention. 

Applicant's arguments filed 9/14/07 have been fully considered but they are not persuasive. 
Applicant's argument that the cited reference does not teach that the intervening sequence 
performs the function of the linker moiety is not persuasive, because, the definition of linking 
moiety according to the applicant's disclosure encompasses, "[I]n certain embodiments, the 
transport moiety is attached to the biologically active compound through a linking moiety (L). 
Such a linking moiety has two termini, one that covalently bonds to the transport moiety and one 
that covalently bonds to the biologically active compound. The termini each contain a functional 
group that serves as a facile point of attachment. Examples of such groups include, without 
limitation, carboxylic acids, carboxylic acid derivatives, alcohols, amines and thiols" (page 12, 
lines 3-8). In the instant case the intervening sequence has an amine at one end and a carboxylic 
terminal at the other end and is bonded covalently to the biologically active moiety on one end 
and to the transport moiety at the other end and hence the 'intervening sequence' is a linking 
moiety as per the definition provided for the 'linking moiety' in the applicant's disclosure. 
Applicant's further argument that the cited reference does not teach that the linking moiety 
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undergoes 'autologous intermolecular cleavage (self-immolations)' is not persuasive, because, 
even though the reference does not specifically teach 'self-immolation', applicants have not 
provided any evidence that the intervening peptide sequence that acts as a 'linking moiety' is 
'not capable' of 'intermolecular cleavage' considering that there are peptidases present in the 'in 
vivo' environment. Moreover, the claims in the instant invention are drawn to a composition 
comprising a biologically active compound, a transport moiety and a linker moiety 'capable' of 
self-immolation linking the biologically active compound and the transport moiety. Therefore, 
the claim as recited does not preclude the presence of other compounds that would assist in the 
'autologous intermolecular cleavage' of the linker moiety in the composition. 

Therefore, the anticipation rejection over Lorenzen, et al., reference is proper and is 
maintained. 

Claims 1 and 4 remain rejected under 35 U.S.C. 102(b) as being anticipated by Olsson et 
al., Biochim. Biophys. Acta, 1991, 1097:37-44 as stated in our rejection dated 9/21/06 for claims 
1 and 4. 

Applicants argue that office asserts that the peptide RSRSRSRSRSR capable of 
inhibiting association of LDL with chondroitin-6-sulfate anticipates the instant invention 
because, the complex of peptide RSRSRSRSRSR with chondroitin-6-sulfate anticipates the 
instant invention. Applicants further argue that Olsson, does not teach a 'self-immolating moiety' 
as required by the instant invention. Applicants further points out that there is no teaching in 
Olsson, that the interaction of chondroitan-6-sulfate and the peptide involves an intermediary 
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linker and the association is rather direct. Applicant further draws attention to an earlier remark 
made in their response dated 3/8/07 that office has failed to address this issue regarding non- 
teaching of the aforementioned element lacking in the cited reference. 

Applicant's arguments filed 9/14/07 have been fully considered but they are not 
persuasive, because, because, the definition of linking moiety according to the applicant's 
disclosure encompasses, "[I]n certain embodiments, the transport moiety is attached to the 
biologically active compound through a linking moiety (L). Such a linking moiety has two 
termini, one that covalently bonds to the transport moiety and one that covalently bonds to the 
biologically active compound. The termini each contain a functional group that serves as a facile 
point of attachment. Examples of such groups include, without limitation, carboxylic acids, 
carboxylic acid derivatives, alcohols, amines and thiols" (page 12, lines 3-8). In addition to the 
above-described definition and the fact that the instant claims are drawn to a composition 
comprising a biologically active compound, a transport moiety and a linker moiety 'capable' of 
self-immolation linking the biologically active compound and the transport moiety. Therefore, 
the claim as recited does not preclude the presence of other compounds that would assist in the 
association of the peptide RSRSRSRSRSR with chondroitin-6-sulfate. Moreover, as per the 
definition provide in the disclosure, that 'the termini each contain a functional group that serves 
as a facile point of attachment' would suffice to anticipate the instant claim. Moreover, the 
chondroitin-6-sulfate has hydroxyl, carboxylic functional groups (as shown in the figure below) 
that can interact with the amine, hydroxyl and carboxylic functional groups of the peptide 
RSRSRSRSRSR forming a 'facile point of attachment'. Therefore, the reference of Olsson 
anticipates the instant invention. 
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Structure of Chondroitin-6-sulfate 



A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 1, 2, 4 and 8 remain rejected under 35 U.S.C. 102(e) as being anticipated by US 
7 5 070 5 807 B2 issued to Mixson as stated in our rejection dated 9/21/06 for claims 1, 2, 4, 7and 8. 



Applicants argue that the office asserts that Mixson, discloses a polymer:liposome:DNA 
complex that anticipates the instant invention. Applicants further argue that the cited reference 
does not describe liposome as 'linking' the polymer to the DNA, rather Mixon merely indicates, 
that the components are mixed together and refers to that mixture as a complex without 
characterizing the nature of the referenced complex and in fact it is unlikely that the liposome 
actually links the polymer and the DNA. Applicants further state that there is no teaching that the 
liposome is self-immolating. 
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Applicant's arguments filed 9/14/07 have been fully considered but they are not 
persuasive. The argument that Mixon does not describe liposome as 'linking' the polymer to the 
DNA, rather Mixon merely indicates, that the components are mixed together and refers to that 
mixture as a complex without characterizing the nature of the referenced complex and in fact it is 
unlikely that the liposome actually links the polymer and the DNA is not persuasive, because, the 
instant claims are drawn to a composition comprising a biologically active compound, a 
transport moiety and a linker moiety 'capable' of self-immolation linking the biologically active 
compound and the transport moiety. Therefore, the claim as recited is also drawn to a mere 
mixture comprising of biological agent, a transport moiety and a linking moiety and the 
association among the aforementioned individual components are not clearly evident from the 
claim as recited. With regards to applicant's argument that Mixon does not teach that the 
liposome is self-immolating, it should be noted that the applicants have not provided evidence to 
show that liposomes are 'not capable of self-immolation'. Moreover, the definition of the linking 
moiety provided in the specification encompasses, "[I]n certain embodiments, the transport 
moiety is attached to the biologically active compound through a linking moiety (L). Such a 
linking moiety has two termini, one that covalently bonds to the transport moiety and one that 
covalently bonds to the biologically active compound. The termini each contain a functional 
group that serves as a facile point of attachment. Examples of such groups include, without 
limitation, carboxylic acids, carboxylic acid derivatives, alcohols, amines and thiols" (page 12, 
lines 3-8). As per the definition 'a facile point of attachment' between the biological compound, 
transport moiety and the linking moiety via a number of different functional groups present on 
the different components biological compound, transport moiety and the linking moiety meats 
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the limitations of the instant invention. Therefore, Mixon anticipates the instant invention as 
stated in our office action dated 9/21/06. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 . 1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Satyanarayana R. Gudibande whose telephone number is 571 - 
272-8146. The examiner can normally be reached on M-F 8-4.30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Cecilia Tsang can be reached on 571-272-0562. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Satyanarayana R. Gudibande, Ph.D. 
Art Unit 1654 




PRI1 




IISH GUPTA . 
^Ry EXAMINER 



